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DETAILED ACTION 
Notice to Applicant 

1 . This communication is in response to the Request for Continued Examination 
(RCE) filed 10/23/07. Claims 1, 3, 8, 9, 14, and 15 have been amended. Claim 16 has 
been canceled. Claims 1-15 and 17 remain pending. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-4 and 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bradbury et al. (US 2002/0007294 A1) in view of Filho (6,089,867), and further in 
view of Applicant's admitted prior art (admission) given in "Brief Description of the 
Related Art" section of application. 

(A) Referring to claim 1, Bradbury discloses a method of providing a customer-oriented 
integrated product and service package for a surgical procedure, comprising (para. 64 
of Bradbury): 

providing predetermined specifications and conditions of a patient from a medical 
provider to a service provider (Fig. 2, para. 7, and para. 15 of Bradbury); 

subsequently customizing an allograft to be used in a predetermined surgical 
procedure, the allograft being customized to the predetermined specifications and 
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conditions of the patient and of the predetermined surgical procedure to be performed 
on the patient (para. 8 of Bradbury); and 

coordinating, by the service provider, delivery of the customized allograft to the 
medical provider (para. 15 of Bradbury). 

Bradbury does not expressly teach that the customizing is done at a tissue bank. 
Bradbury does disclose providing, by the service provider, graft specific surgical 
instrumentation to match the specifications of the allograft and the procedure (para. 28 
of Bradbury). However, Bradbury does not disclose loaning the instrumentation. 

Filho discloses receiving the implant from a tissue bank (col. 3, lines 46-53 and 
col. 4, lines 20-22 of Filho). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradbury. The 
motivation for doing so would have been to provide an appropriate place for the storage 
of the implants (col. 3, lines 46-53 of Filho). 

Admission discloses loaning the surgical instrumentation (p. 1, lines 12-19 of 
Specification). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to include the feature of loaning surgical instrumentation with the 
motivation of providing for a specified time period the appropriate instruments if the 
surgeon or medical facility does not already own the necessary instrumentation (p. 1, 
lines 12-19 of Specification). 
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(B) Referring to claim 2, Bradbury discloses coordinating delivery of the allograft to a 
medical facility at which the surgical procedure is to be performed with delivery of the 
surgical instrumentation (para. 15 and para. 28 of Bradbury). 

(C) Referring to claim 3, Bradbury discloses wherein the allograft is delivered directly to 
the medical facility (para. 15 of Bradbury). 

Bradbury does not expressly disclose wherein the allograft is harvested at the 
tissue bank. 

Filho discloses wherein the allograft is harvested at the tissue bank (col. 3, lines 
46-53 of Filho). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradury. The 
motivation for doing so would have been to keep the implant in proper storage for later 
use (col. 3, lines 46-53 of Filho). 

(D) Referring to claim 4, Bradbury and Filho do not disclose training operating personnel 
in the use of the instruments and skills to perform the surgical procedure. 

Admission discloses training operating personnel in the use of the instruments 
and skills to perform the surgical procedure (page 1 , line 19 - page 2, line 1 of 
Specification). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to include the feature of training operating personnel with the motivation of 
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the surgeon being informed if he or she is unfamiliar with the procedure or needs a 
refresher course (page 1, lines 19-21 of Specification). 

(E) Referring to claim 8, Bradbury discloses a method of providing a customer-oriented 
integrated product and service package for a surgical procedure, comprising (para. 64 
of Bradbury): 

providing predetermined specifications and conditions of a patient from a medical 
provider to a service provider (Fig. 2, para. 7, and para. 15 of Bradbury); 

arranging, by the service provider, for delivery of a customized allograft for a 
predetermined surgical procedure, the customized allograft being sized according to the 
specifications and conditions of the patient and of the predetermined surgical procedure 
(para. 8 and para. 15 of Bradbury); 

customizing, by the service provider, a surgical instrumentation kit specifically 
designed for use with the customized allograft and for performing the predetermined 
surgical procedure (para. 28 of Bradbury), and 

providing, by the service provider, the customized surgical instrumentation kit to 
the medical provider for the performance of the surgical procedure (para. 28 of 
Bradbury). 

Bradbury does not expressly disclose that the allograft is sized by a tissue bank 
and that the service provider loans the surgical instrumentation. 

Filho discloses receiving the implant from a tissue bank (col. 3, lines 46-53 and 
col. 4, lines 20-22 of Filho). 
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At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradbury. The 
motivation for doing so would have been to provide an appropriate place for the storage 
of the implants (col. 3, lines 46-53 of Filho). 

Admission discloses loaning the surgical instrumentation (p. 1, lines 12-19 of 
Specification). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to include the feature of loaning surgical instrumentation with the 
motivation of providing, for a specific amount of time, the appropriate instruments if the 
surgeon or medical facility does not already own the necessary instrumentation (p. 1, 
lines 12-19 of Specification). 

(F) Referring to claim 9, Bradbury discloses wherein the allograft is delivered directly to 
a medical facility at which the surgical procedure is to be performed (para. 15 of 
Bradbury). 

Bradbury does not expressly disclose wherein the allograft is harvested at the 
tissue bank. 

Filho discloses wherein the allograft is harvested at the tissue bank (col. 3, lines 
46-53 of Filho). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradury. The 
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motivation for doing so would have been to keep the implant in proper storage for later 
use (col. 3, lines 46-53 of Filho). 

(G) Referring to claim 10, Bradbury and Filho do not disclose prior to the time the 
surgical procedure is to be performed, providing training to operating personnel in the 
use of the instruments and skills to perform the surgical procedure. 

Admission discloses prior to the time the surgical procedure is to be performed, 
providing training to operating personnel in the use of the instruments and skills to 
perform the surgical procedure (page 1 , line 19 - page 2, line 1 of Specification). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to include the feature of training operating personnel with the motivation of 
the surgeon being informed if he or she is unfamiliar with the procedure or needs a 
refresher course (page 1, lines 19-21 of Specification). 

4. Claims 5-6 and 11-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bradbury et al. (US 2002/0007294 A1) in view of Filho (6,089,867), in view of 
Applicant's admitted prior art (admission) given in "Brief Description of the Related Art" 
section of application, and further in view of Ramshaw et al. (5,791 ,907). 
(A) Referring to claim 5, Bradbury, Filho, and Admission do not expressly disclose 
providing technical support during the procedure. 

Ramshaw discloses providing technical support during the procedure (col. 1, 
lines 12-24 and 49-65 of Ramshaw). 
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At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Ramshaw within Bradbury, 
Filho and Admission. The motivation for doing so would have been to have a qualified 
instructor or proctor present to instruct the user (col. 1, lines 12-24 and col. 15, lines 13- 
17 of Ramshaw). 

(B) Referring to claim 6, Bradbury, Filho, and Admission do not expressly disclose 
wherein the step of providing technical support includes providing for the presence of a 
trained representative knowledgeable in the use of the instruments and the performance 
of the surgical procedure at an operation location during the procedure. 

Ramshaw discloses wherein the step of providing technical support includes 
providing for the presence of a trained representative knowledgeable in the use of the 
instruments and the performance of the surgical procedure at an operation location 
during the procedure (col. 1, lines 12-24 and 49-65 and col. 15, lines 13-17 of 
Ramshaw). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Ramshaw within Bradbury, 
Filho and Admission. The motivation for doing so would have been to have a qualified 
instructor or proctor present to instruct the user and notify him/her of incorrect choices 
(col. 1, lines 12-24 and col. 15, lines 13-17 of Ramshaw). 

(C) Referring to claim 11, Bradbury, Filho, and Admission do not disclose providing 
technical support to operating personnel before and/or during the performance of the 
procedure. 
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Ramshaw discloses providing technical support to operating personnel before 
and/or during the performance of the procedure (col. 1 , lines 12-24 and 49-65 of 
Ramshaw). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Ramshaw within Bradbury, 
Filho, and Admission. The motivation for doing so would have been to have a qualified 
instructor or proctor present to instruct the user (col. 1 , lines 12-24 and col. 15, lines 13- 
17 of Ramshaw). 

(D) Referring to claim 12, Bradbury, Filho, and Admission do not expressly disclose 
wherein the step of providing technical support includes providing for the presence of a 
trained representative knowledgeable in the use of the instruments in the 
instrumentation kit and in the performance of the surgical procedure at an operation 
location during the procedure. 

Ramshaw discloses wherein the step of providing technical support includes 
providing for the presence of a trained representative knowledgeable in the use of the 
instruments in the instrumentation kit and in the performance of the surgical procedure 
at an operation location during the procedure (col. 1, lines 12-24 and 49-65 and col. 15, 
lines 13-17 of Ramshaw). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Ramshaw within Bradbury, 
Filho, and Admission. The motivation for doing so would have been to have a qualified 
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instructor or proctor present to instruct the user and notify him/her of incorrect choices 
(col. 1, lines 12-24 and col. 15, lines 13-17 of Ramshaw). 

5. Claims 7 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bradbury et al. (US 2002/0007294 A1) in view of Filho (6,089,867), in view of 
Applicant's admitted prior art (admission) given in "Brief Description of the Related Art" 
section of application, and further in view of AORN Journal ("Flash pans; survey 
process; sterilizing endoscopes; equipment rental; surgical zippers; abbreviations; floor 
cleaning"). 

(A) Referring to claim 7, Bradbury, Filho and Admission do not expressly disclose 
arranging for the return of the surgical instrumentation after performance of the 
procedure. 

AORN discloses arranging for the return of the surgical instrumentation after 
performance of the procedure (p. 1062-1063 of AORN). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of AORN within Bradbury, Filho 
and Admission. The motivation for doing so would have been to return the borrowed 
instruments to the outside party (p. 1062 of AORN). 

(B) Referring to claim 13, Bradbury, Filho, and Admission do not expressly disclose 
arranging for the return of the customized surgical instrumentation kit after performance 
of the surgical procedure. 
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AORN discloses arranging for the return of the surgical instrumentation after 
performance of the procedure (p. 1062-1063 of AORN). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of AORN within Bradbury, Filho, 
and Admission. The motivation for doing so would have been to return the borrowed 
instruments to the outside party (p. 1062 of AORN). 



6. Claims 14, 15, and 17 are rejected under 35 U S C. 103(a) as being 
unpatentable over Bradbury et al. (US 2002/0007294 A1) in view of Filho (6,089,867), 
and further in view of Ramshaw et al. (5,791,907). 

(A) Referring to claim 14, Bradbury discloses a method of providing a customer-oriented 
integrated product and service package for a surgical procedure, comprising (para. 64 
of Bradbury): 

providing predetermined specifications and conditions of a patient from a medical 
provider to a service provider (Fig. 2, para. 7, and para. 15 of Bradbury); 

customizing and sizing an allograft according to the specifications and conditions 
of the patient and of a predetermined surgical procedure (para. 8 of Bradbury); 

arranging, by the service provider, for delivery of the customized allograft for the 
predetermined surgical procedure to a medical facility at which the predetermined 
surgical procedure is to be performed (para. 15 of Bradbury); 
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Bradbury does not expressly disclose that the customizing and sizing of an 
allograft is done at a tissue bank. 

Filho discloses receiving the implant from a tissue bank (col. 3, lines 46-53 and 
col. 4, lines 20-22 of Filho). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradbury. The 
motivation for doing so would have been to provide an appropriate place for the storage 
of the implants (col. 3, lines 46-53 of Filho). 

While Bradbury does disclose providing customer support (see para. 63-64 of 
Bradbury), Bradbury and Filho do not expressly disclose providing, by the service 
provider, technical support and/or customer support to operating personnel before 
and/or during performance of the predetermined surgical procedure at the medical 
facility; and prior to the time the surgical procedure is to be performed, providing training 
to operating personnel in the use of the instruments and skills to perform the surgical 
procedure. 

Ramshaw discloses providing, by the service provider, technical support and/or 
customer support to operating personnel before and/or during the performance of the 
predetermined surgical procedure at the medical facility (col. 2, lines 39-56 and col. 1, 
lines 12-24 of Ramshaw) and prior to the time the surgical procedure is to be 
performed, providing training to operating personnel in the use of the instruments and 
skills to perform the surgical procedure (abstract and col. 10, lines 32-61 of Ramshaw). 
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At the time of the invention, it would have been obvious to a person of ordinary skill 
in the art to combine the aforementioned feature of Ramshaw within Bradbury and 
Filho. The motivation for doing so would have been to ensure the proper and safe 
performance of the surgical procedures (col. 1, lines 43-48 of Ramshaw). 

(B) Referring to claim 15, Bradbury discloses wherein the allograft is delivered directly 
to a medical facility at which the surgical procedure is to be performed (para. 15 of 
Bradbury). 

Bradbury does not expressly disclose wherein the allograft is harvested at the 
tissue bank. 

Filho discloses wherein the allograft is harvested at the tissue bank (col. 3, lines 
46-53 of Filho). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Filho within Bradury. The 
motivation for doing so would have been to keep the implant in the proper storage for 
later use (col. 3, lines 46-53 of Filho). 

(C) Referring to claim 17, Bradbury and Filho do not expressly disclose wherein the step 
of providing technical support includes providing for the presence of a trained 
representative knowledgeable in the use of the instruments in the instrumentation kit 
and in the performance of the surgical procedure at an operation location during the 
procedure. 
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Ramshaw discloses wherein the step of providing technical support includes 
providing for the presence of a trained representative knowledgeable in the use of the 
instruments in the instrumentation kit and in the performance of the surgical procedure 
at an operation location during the procedure (col. 1, lines 12-24 and 49-65 and col. 15, 
lines 13-17 of Ramshaw). 

At the time of the invention, it would have been obvious to a person of ordinary 
skill in the art to combine the aforementioned feature of Ramshaw within Bradbury and 
Filho. The motivation for doing so would have been to have a qualified instructor or 
proctor present to instruct the user and notify him/her of incorrect choices (col. 1, lines 
12-24 and col. 15, lines 13-17 of Ramshaw). 

Response to Arguments 

7. Applicant's arguments with respect to claims 1-15 and 17 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The cited but not applied prior art teaches a method and 
apparatus for osteochondral autograft transplantation (5,919,196); and method for 
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preparing and inserting round, size specific osteochondral cores in the knee (US 
6,591,581 B2). 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lena Najarian whose telephone number is 571-272- 
7072. The examiner can normally be reached on Monday - Friday, 9:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





In 

12-12-07 



